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I am writing to express my very serious concerns about the Draft Guidance document for 
companies planning drug trials to treat the newly-invented “disorder” of “Female sexual 
dysfunction.” My major concerns are (1) the vagueness of the criteria for diagnosing the 
“disorder”; (2) the population on whom the new drugs will be tested, versus the women 
who are actually most likely to use them; and (3) the inadequacy of the proposed 
measurements of “success” of treatment. 

1. VAGUENESS OF CRITERIA 

The definition of FSD “continues to evolve,” says the statement. You bet, because this is 
the result of a drug treatment in search of a “diagnosis” to warrant it. No one disputes 
that certain medical conditions, such as diabetes and hormonal deficiencies, and certain 
medications, can affect a woman’s sexual response. But the “recognized components” of 
FSD under II., Definition of Female Sexual Dysfunction, are neither unique to this new 
diagnostic label, nor new, nor sufficiently precise. “Decreased sexual desire and arousal”? 
Given the vagueness and imprecision of the criteria, how then will clinical trials only 
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enroll women “who have a valid ant 
that FSD, a vague enough term to bc 

reliable diagnosis of FSD”? Where is the evidence 
in with, is a valid and reliable label for anything? 
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really is a physiological problem in 
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faced with the same old difficulties. 

le label “FSD” and using it to justify medication as 
any woman who is unhappy with her sex life will 
a pill. And in this pill-happy, quick-f= culture, 
:ms have nothing at all to do with their physiology 
effect of the pill wears off, women will then be 

Drug companies will be allowed to I 
difficulties with a partner.” But rela 
vice versa. It is abundantly clear, a: 
once there is a medication for “FSD 
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Tl Just as trials of Viagra excluded the 
conditions, or taking other medicati O* 
potentially dangerous oversight. 
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Ins that could affect sexual dysfunction” and other 
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ost pressured) to try a new medication for “FSD.” 
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1s that suppress sexual function - this is a 
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3. MEASUREMENT OF “SUCCESS” OF TREATMENT 

Years of research in sexology have provided abundant evidence that female sexuality 
cannot be reduced to some simple biological process that exists independently of the 
woman’s current relationship, feelings about her body, past experiences, and other 
psychological and cultural factors. The draft statement’s criteria for “effectiveness” are 
thus as vague and imprecise as for defining “FSD” in the first place: “satisfactory” sexual 
intercourse: and numbers of orgasms. Such measures might seem objective and 
straightforward, but considerable research suggests that these are not measures that 
reflect the concerns of many women. Repeatedly, research finds that women’s reports of 
satisfaction, sexual and relational, do not correlate with number of acts of intercourse or 
number of orgasms. Therefore, the outcome measures do not reflect the quality of the 
woman’s sexual experience or of her relationship. The proposed development of “new 
scales, questionnaires, and other instruments to diagnose FSD” suggests that all of the 
new measures will be narrowly focused on orgasm and physiological response and omit 
any efforts to study and measure the many important psychological, cultural, and social 
factors that affect women’s sexual pleasure or unhappiness. 

4. CONC:LUSIONS 

“FSD” as currently described is too broad a category, and too vague, to be used to 
legitimize research seeking medical treatments for it, whatever “it” is. Sexologists are 
deeply divided about the utility and legitimacy of this label. Of course, studies can and 
should be conducted to determine the effects of medical conditions and medications on 
sexual health, but this can be done without the grandiose justification of a new diagnosis. 
The Drafi Statement as presently written is merely an effort to promote trivial and 
ultimately meaningless research, research that barely disguises the commercial intentions 
of promoting lucrative Viagra equivalents for women. I urge you to resist the pressures 
of the pharmaceutical industry and postpone approval for these clinical trials-until and 
unless a legitimate consensus process takes place, one that includes other points of view 
about women’s sexual problems and needs. “FSD” as currently constructed is 
scientifically unsound, with a far greater potential to harm women than help them 

Sincerely, 

Carol Tavris, Ph.D. 
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